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1-7-1, Doshomachi, Chuo-ku 

Osaka-shi, Osaka 541-0045 \ 

japon ^-n^ii^, : r 'tfff\ 


Date of mailing (day/month/year) 

15 March 2001 (15.03.01) 




Applicant's or agent's file reference 
P00-34 


IMPORTANT notice 


International application No. 

PCT/J P00/06 129 


International filing date (day/month/year) 
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AU,KR,US 



In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
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date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 1 9-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 



REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 
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1. Basis of the report 




I . With regard to the elements of the international application:" 
[T 7 ] the international application as originally filed 
| | the description: 

. as orieinalh Hied 

pages ■ 

tiled with the demand 

paces . _ 

pa<ies . filed w ith the letter of 

the claims: 

. as oricinallv filed 

pages , 

M „, t as amended (together with anv statement under Article 19 
pages 

. tiled with the demand 

pages . ■ 

pa2CS . filed with the letter of 

f ] the drawings: 

. as oricinall\ filed 

pa ties — I 

. tiled with the demand 

pages 

pages • filed with the letter of 


| the sequence listing part of the description: 

paKCS . as originally filed 
„-„,.,. . filed with the demand 

piltiO . 

paces . filed with the letter of , 


2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language uni <~ n 1S - 

[ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

the language of publication of the international application (under Rule 48.3(b)). 
| | the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and' 

or 55.3 ). 

3. With recard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

\_ ) contained in the international application in written form. 

| | tiled together with the international application in computer readable form 

j furnished subsequently to this Authority in written form. 
_] furnished subsequently to this Authorits in computer readable form. 

| | |he statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
□ The statement that the information recorded in computer readable form is identical to the written sequence listing has 

been furnished. 

4. Q The amendments have resulted in the cancellation of: 

I | thr» rVsrnption. paces 

the claims. Nos. 
| | ihr Hravvinns. sheets, fic 

| 1 This report has been established a> if (some of) the amendments had not hcen made, since thc> have been considered to go 

? I 1 he\ond the disclosure as filed, as indicated in the Supplemental Box (Rule "0 2iO) " 

* Replacement sheets „7„Wi hare been Junushed to the recen^ Otthv m response m l# „ me nation under Artu te '^'^^ U> 
m this report as onymctlly uk>J" and are not annexed to tins report sm,e they do not contain amendments (Ruk 0 16 
, and ~<> I ~> 

" Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1 The questions whether the claimed invention appears to be novel, to mvolve an inventive step (to be non obviousl. or to be 
industrially applicable have not been examined in respect ot: 

[ J the entire international application. 

T' J claims Nov Zzll- 



because: See supplemental sheet tor continuation of Box III. 1. 

□ the said international application, or the said claims Nos. . /c „ , 

relate to the following subject matter which does not require an international preliminary examination (specify* 



□ the description, claims or drawings (indicate particular elements below > or said claims Nos 
are so unclear that no meaningful opinion could be formed ts/wciryr. 



... v . are so inadequately supported 

I 1 the claims, or said claims Nos _ . 

| | bv the description that no meaningful opinion could be tormed 



no 



international search report has been established for said claims Nos. 



7-1 1 



- \ meamm-ful international prelimmarv examination cannot be carried out due to the failure of the nuclcot.de and or ammo acid 
Lquemee listing to comply «iih the standard prm ided for ,n Annex C of the Administrative Instructions: 



| | t he written form has not been furnished or does not comph with the standard 

| | t | lc computer readable form has not been furnished or does not comply vuih the standard 
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Continuation of. III. 1 . 



Claims 7 to 11 are equivalent to methods for treatment 
of the human body by therapy or surgery. 
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V . Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-6 



1-6 



1-6 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

Cited Documents 
Document 1 : 



EP, 277678, Al (Stitching Science Park 
Groningen) , August 10, 1988 (10.08.88) 
WO, 96/38188, Al (Massachusetts Institute 
of Technology) , December 5, 1996 
(05.12. 96) 

JP, 10-234844, A (Gunze Limited), 
September 8, 1998 (08.09.98) 

EP, 734736, Al (Toyo Boseki K.K.), October 
2, 1996 (02.10.96) 

JP, 6-292716, A (Yoshihiko Shimizu) , 
October 21, 1994 (21.10.94) 
JP, 3-23864, A (Gunze Limited), January 
31, 1991 (31.01.91) 

JP, 1-230366, A (Terumo Corp.), September 
13, 1989 (13.09.89) 

EP, 274898, A2 (Ethicon Inc.), July 20, 
1988 (20.07.88) 

WO, 96/08213, Al (Advanced Tissue 
Sciences. Inc.), March 21, 1996 (21.03.96) 
WO, 96/40175, Al (Adavnced Tissue 
Sciences. Inc.), December 19, 1996 
(19 . 12 . 96) 

(Note: Documents 5(*) to 10(*) are not indicated in the 



Document 2 : 

Document 3 : 
Document 4 : 
Document 5 ( * ) : 
Document 6 ( * ) : 
Document 7 ( * ) : 
Document 8 ( * ) : 
Document 9 ( * ) : 
Document 1 0 ( * ) 
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international search report and are newly cited 
documents . ) 



Explanation 

1 . Concerning Novelty 

The invention set forth in Claims 1 to 6 is not 

disclosed in any of the documents listed above and is, 

therefore, considered to be novel. 

The special technical feature of the invention set 
forth in Claims 1 to 6 is considered to be the feature 

wherein a material which comprises a foam made of a 

bioabsorbable material that has been reinforced using a 
reinforcing material comprising a bioabsorbable material 
is intended for in vivo transplantation after in vitro 
cell dissemination processing, thus producing a base 
medium {support medium) for culturing cardiovascular 
tissues (hereinafter this base medium is sometimes 
referred to as "a specific base medium for the 
regeneration of cardiovascular tissue") . This base medium 
is not explicitly disclosed in any of the documents cited. 

2. Concerning Inventive Step 

The invention set forth in Claims 1 to 6 does not 
involve an inventive step in the light of Documents 1 to 
10 cited above . 

As discussed in Point 1 above, no example is given in 
the documents above of said specific base medium for the 
regeneration of cardiovascular tissue. However, Documents 
1 and 5 to 8 explicitly disclose the feature wherein a 
material comprising a porous bioabsorbable polymer that is 
reinforced using a bioabsorbable polymer having a desired 
shape such as a fiber, a sheet or an unwoven cloth, is 
used as a tissue transplantation graft, for example in 
blood vessels, as well as a scaffold (base medium) in 
tissue regeneration/reconstruction (see the disclosures in 
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Document 3 which indicates that since a foam of a 
biodegradable polymer such as a lactic acid- caprolacton 
copolymer has a suitable strength, elasticity and 
favourable cell maintenance, it can be used as a support 
medium in which cells (in particular, prior to the process 
of transplantation into a living body) are disseminated 
and see the disclosures in Document 4 with respect to the 
feature wherein, in order to improve the strength of a 
medical material for use in internal transplantation such 
as in artificial blood vessels, said material is 
reinforced with a bioabsorbable polymer in an appropriate 
form. ) 

The graft (scaffold for regeneration/reconstruction) 
disclosed in Documents 1 and 5 to 8 undergoes in vivo 
transplantation without an in vitro cell dissemination 
process. However, in the light of the disclosures made in 
these documents, the feature wherein after said in vivo 
transplantation, the pores of said base medium are 
penetrated with cells derived from a host having a 
reconstruction function (such as a fibroblast) and once 
those cells have reproduced, tissue such as that in blood 
vessels is regenerated/reconstructed, would be common 
practice to a person skilled in the art (see, in 
particular, the disclosures made in Document 5, page 2, 
column 2, lines 8 to 11; Document 5, page 5, column 7, 
line 9 to same page, column 8, line 5; Document 6, page 2, 
upper left column, lines 13 to 19; Document 6, page 3, 
upper left column, lines 5 to 7 ; Document 7, page 2, upper 
left column, lines 7 to 11; same page, upper right column, 
last line to same page lower left column, line 5; Examples 
1 to 3) . Moreover, leaving aside the in vitro pre- 
treatment of the scaffold, the penetration and graft 
survival of the scaffold pore section of the host-derived 
cells (cells having a tissue reconstruction function, such 
as fibroblasts) still remains an important process in in 
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vivo tissue regeneration. 

The disclosures made in Documents 2, 9 and 10 show 
that in the stage prior to in vivo transplantation, it is 
common practice for a person skilled in the art to 
disseminate cells such as fibroblasts or endothelial cells 
in a scaffold comprising a biodegradable polymer and 
thereafter it is used in the regeneration of damaged 
tissue in, for example, blood vessels and cardiac valves. 
The same documents also disclose the useful effect wherein 
several types of growth factors and regulatory factors 
necessary to sustain cell proliferation are provided to 
the scaffolding through in vitro cell dissemination, and 
thereafter the ability of the graft to adhere to the host 
cells is improved through in vivo transplantation (See, 
for example, the disclosures in Document 9, page 5, lines 
14 to 2 9; Document 9, page 7, line 3 2 to page 8, line 21; 
Document 10, page 5, line 34 to page 6, line 22). 

Consequently, the grafts disclosed in Documents 1 and 
5 to 8 combine the porous bioabsorbable polymer and a 
reinforcing bioabsorbable polymer appropriately, thus the 
effect of promoting the integration of the host cells into 
the graft (scaffolding) can be expected and it would fall 
within the creative ability of a person skilled in the art 
to use it as a "base medium for cultivating cardiovascular 
tissue" with the intention of disseminating the cells in 
vi tro . 

Furthermore, the description of the present 
application merely indicates that a reinforced base 
material is better than a non- reinforced base material as 
the effect provided by the features disclosed in Claims 1 
to 6 of the present application and it is not considered 
that deriving this effect from the inventions disclosed in 
Documents 1 to 10 would pose any difficulty. 

3. Concerning Industrial Applicability 
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The fact that the invention set forth in Claims 1 to 6 
is industrially applicable is reflected in Documents 1 to 
10, which disclose similar features. 
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